AUG-.06'2003 15:14 650^4 2195 



)^^4 



ALZA 



#1859 F.008 



REMARKS 

Reconsideration of the lapplicatlon is requested in view of the following remarl^s. 

this application. 

Claims 39-53 are rejecled under the judicially created doctrine of obvlousness- 
5 type double patenting as being unpatentable over the claims of U.S. Patent No. 

; herewith a terminal disclaimer over U.S. Patent No. 



6,096,339, Applicants submit 
6,096,339. 

Claims 39-53 are rejed 
Jao etal. (U.S. Pat. No. 5,151 



ed under 35 U.S.C. § 103(a) as being unpatentable over 
1 ,338). The Examiner asserts that Jao teaches a similar 
10 dosage fomi which demonstrs tes "a sufficiently unrfomfi dmg release that one of 

ordinary skill In the art can dis raver a dosage fonn that does not deviate more than 5% 

a sustained period of time through routine 
respectfully traverse this rejection as discussed below. 



from a mean release rate ove 
experimentation." Applicants 



15 



Rejections 



Claims 39-53 are rejecl 
Jao, etal. (US. Pat No. 5,15 
discloses the instant inventior 
obvious and not critical. In 
20 than 5% from a mean rate of 
and/or hydrophilic polymer, is 

Applicants respectfully 
prima facie obvious from the 
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Under 35 U.S.C.§ 103(a) 

:ed under 35 U.S.C. §1 03(a). as being unpatentable over 
,336). In particular, the Examiner asserts that Jao 
and that the improvements of the Instant invention are 
pdrticular. the feature of a percentage deviation of not more 
elease by the use of controlled particle sizes for the drug 
not critical, thus making the invention obvious, 
traverse this rejection because Applicant's invention is not 
disclosure of the cited ref rence. in order to be prima 
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application 



idersd 



facie obvious over a reference 
describe or teach each of the 
suggest their particular combi 
reference to Applicant's 

5 combination, are not consi 
claims, and the Examiner has 

The Examiner's rejecti(^n 
motivate towards Applicants' 
deviation: much less motivate 

10 particle sizes to obtain a more 
teaches control of particle slz4 
Figures 1-3 demonstrate that 
critical to reducing the deviati<|>n 
from mean release rate when 

15 microns with a polymer where 
250 microns. In contrast. Fi 
of the drug release rate when 
microns with a polymer having 
not address particle size and 

20 motivated to attain Applicants 
and polymer particle size 

Moreover, if the Examifier 
the deviation from the mean 



Figure 
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or a combination of references, the reference must 
daim limitations and the references must themselves 
iation and a reason for that combination without 
The references, either taken alone or In 
to establish the prima fade obviousness of those 
not met the burden in properly rejecting the claims. 

is respectfully traversed because Jao does not 
<ilaim element for a uniform rate of release of less than 5% 
toward Applicants* claim element for use of controlled 
unifomn rate of release. The Examiner dtes no art that 
to increase uniformity of the rate of release. Applicants' 
x)ntrol of the particle size of the dmg and polymer are 

of release rate. Figure 1 illustrates the broad deviation 
using drug particle sizes in the broad range of 2 to 900 
there Is more than 25% with particle sizes greater than 
3 illustrates the pronounced decrease in the variation 
the dosage fonm comprises a drug size of less than 160 
particle size of less than 250 micron. Cleariy, Jao did 
iherefore one skilled In the art could not have been 
claimed less than 5% deviation through control of drug 



Is of the belief particle size is not critical to control of 
rblease rate because it is not taught in Jao: there can be 
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to 



sjch 



as 



no "routine experimentatfon" 
claimed by Applicants. As the 
patent does not specifically 
than 5% from a mean rate of 

5 controlled particle sizes of the 
opinion of the examiner that 
Invention, and the invention 
conclusion appears to lacl< 
Applicants' claimed invention. 

10 rate overall, and not with the 
at various rates. It does not 
deviation from the mean is no 

The Examiner further 
uniform drug release. 

1 5 release* in Jao is a mean, 
at particular rates of release 
the deviation in all individual 
disclosed the mean release 
did not teach how to control 

20 While it may be only necesssjry 
delivery purposes individual 
very narrow range for predi 
address the robustness of ind 



However, 



which 
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control the particle size to reduce the deviation as 
Examiner notes in the First Office Action, The Jao et al. 
mention the feature of a percentage deviation of not more 
i[elease, nor does it specifically mention the feature of 
dmg or the hydrophilic polymer. Therefore, it is the 

features are not critical to the function of the claimed 
a whole is prime facie obvious." The Examiner's 
foiindation, because limited deviation is a requirement of 
Jao appears to concern itself only with the mean release 
Amount of deviation from the mean for Individual systems 
f<j)llow that because Jao did not address deviation, 
critical. 

e|xpresses that nhe prior art demonstrates a sufficiently 
, It should be noted that the "sufficiently uniform drug 
does not illustrate the deviation of individual systems 
The present invention provides a release rate for which 
systems and release rates is less than 5%. Jao only 
, and taught how to obtain that mean release rate, and 
deviation of individual systems at various release rates, 
to lool^ at the mean release rate as in Jao. for drug 
systems may require deviation parameters that are within a 
ict^bility. or robustness, of the systems. Jao does not 
ividuai systems and does not teach controlling the 



r^ite. 
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provides 



system 



deviations in mean release 
appitcation. 

As the Examiner 
controlled particle size creates; 

5 suggest modification of its 
sizes. Indeed, the Examiner 
within the dosage form and is 
release that provides less tharh 
and the amount and molecula 

10 motivation in Jao to modify 
modify the delivery rate or its 
l\^oreover, Applicants 
5% variation from the norm, 
"unifonm*' as defined for the 

16 constant, 100%, nonvarying 
deviation of is a critical 
incorporated into the claims 
motivation in Jao for su 

Therefore, It would not 

20 skill In the art at the time of th^ 
utilizing controlled drug and 
rate of release having a less 



rales among individual systems as addressed in the present 



a-id 



jbstantally 
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no teaching from Jao or any other art to suggest that 
a more uniform rate of release: neither does Jao 

to any other rate of release or control of partide 
agrees that Jao is silent as to the effect of particle size 
silent on the need for a substantially uniform rate of 
5% deviation. Throughout Jao only the amount of drug 
r weight of the polymer are described. There Is no 
delivery rate, much less to lool^ to the particle sizes to 
uniformity. 

dlefine substantially unifonm as 100% drug delivery at +/- 
/|^pp!icants' Application at page 27. The expression 

of this invention means a deviation of +/-5% from a 
dlefivery. Applicants' Application at page 28. As such, the 
component of the invention, which is expressly 
supported by the application* As such, there is no 
uniform delivery as claimed by Applicants, 
have been prima fade obvious to a person of ordinary 
invention to prepare a controlled release dosage form 
polymer granule sizes to provide for a substantially uniform 
than 5% deviation from the constant. 
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For these reasons, 
appropriate and withdrawal of 
respectfully submit that Claimi; 
are in a positron for allowance. 

Reconsideration of the 
questions to the undersigned 



Apfijlicants assert that the rejection of claims 39-53 is not 
the rejection is respectfully solicited. Applicants 
39-53 are novel and not obvious over the art cited and 



application is respectfully requested. Please direct any 
attorney at (650) 564-5171- 

Respectfully submitted. 
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Date: /^^/>^ ^^^oS 



15 



Read 



20 



25 



Address: ALZA Corporation 
1900 Charleston 
Mountain View, CA 
Tel: 650-564-5171 
Fax: 650-564-21951 



Enclosures: 

1 . Terminal Disclaimer 



30 RRN/lem 




^^Robert Rrwener 

Registration No. 46,950 
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